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System  of  Records  and  Notice  of  Proposed  Routine 
Uses  Therefor 

Pursuant  to  the  Privacy  Act  of  1974  (Public  Law  930579)  as 
prescribed  in  5  USC  S52a(eK4),  the  following  notice  of  a  proposed 
system  of  records  that  will  be  maintained  by  the  Department  of 
Health,  Education,  and  Welfare  is  published  as  set  forth  below. 

Prior  to  the  final  adoption  of  the  proposed  routine  uses,  con¬ 
sideration  in  accordance  with  the  requirements  of  5  USC 
552a(e)(ll),  will  be  given  to  comments  which  are  submitted  in  writ¬ 
ing  on  or  before  the  30th  day  following  the  date  of  publication  of 
this  notice. 

Public  comments  should  be  addressed  to  the  Director,  Fair  Infor¬ 
mation  Practice  Staff,  Department  of  Health,  Education,  and  Wel¬ 
fare,  330  Independence  Ave.,  S.W.,  Washington,  D.C.  20201.  Com¬ 
ments  received  will  be  available  for  inspection  in  Room  4513,  at  the 
above  address. 

April  5,  1976 

John  Ottina 

Assistant  Secretary  for  Administration  and  Management 
NIH/NICHD  0305.00 

System  name:  Clinical  trials  dealing  with  fertility  regulating 
methods,  DHEW/NIH/NICHD. 

Security  classification:  None 

System  location:  Landow  Building,  Room  C625,  7910  Woodmont 
Ave.,  Bethesda,  Md.— and  at  hospitals  and  medical  centers  under 
contract. 

Categories  of  individuals  covered  by  the  system:  Vounteers  and  pa¬ 
tients  in  clinical  trials  dealing  with  male  and  female  fertility  regulat¬ 
ing  methods. 

Categories  of  records  in  the  sy^em:  Individuals,  medical  records 
of  subjects  participating  in  clinical  trials. 

Authority  for  maintenance  of  the  system:  42  U.S.C.  241(g),  289d 

Authority  for  maintenance  of  the  system:  I.  Disclosure  may  be 
made  to  a  congressional  office  from  the  record  of  an  individual  in 
response  to  an  inquiry  from  the  congressional  office  made  at  the 
request  of  the  individual. 

2.  Certain  infectious  diseases  are  reported  to  state  governments 
as  required  by  law. 


3.  See  Appendix  B  Departmental  Regulations  (45  CFR  Part  5b), 
Item  100. 

Policies  and  practices  for  storing,  retrieving,  acce.ssing,  retaining, 
and  disposing  of  records  in  the  system: 

Storage:  File  folders,  computer  tapes  or  discs. 

Retrievability:  Name  or  identifier  code.  NIH  Uses:  Data  analyu- 
sis;  program  management;  DHEW  user  (Contraceptive  Develop¬ 
ment  Branch,  Center  for  Population  Research)  will  receive  data  ex¬ 
tracted  by  principal  investigators  from  volunteer  records  describing 
the  effects  of  various  fertility  regulating  approaches  in  male  and 
female. 

Safeguards:  The  records  are  maintained  in  locked  cabinets  with 
access  limited  to  authorized  personnel  (system  manager,  principal 
investigator  and  his  staff  assigned  to  the  project,  project  officer, 
contracting  officer).  For  computerized  records,  safeguards  are 
established  in  accordance  with  Departmental  standards  and  Na¬ 
tional  Bureau  of  Standards  guidelines,  e.g.,  security  codes  will  be 
used  limiting  access  to  authorized  personnel. 

Retention  and  disposal:  One  year  to  indefinitely,  depending  on  the 
requirements  of  the  specific  study.  Records  are  shredded,  burned 
or  erased. 

System  manager(s)  and  address:  Chief,  Contraceptive  Develop¬ 
ment  Branch,  Center  for  Population  Research,  NICHD,  NIH,  Lan¬ 
dow  Buildii\g,  Room  A7()4,  7910  Woodmont  Ave.,  Bethesda,  Md. 
20014. 

Notification  procedure:  To  determine  if  a  file  exists,  write  to  the 
System  Manager  and  provide  the  following  information; 

1 .  Approximate  dates  and  place  of  treatment. 

2.  Name  of  the  Study,  if  known. 

3.  An  individual  who  requests  notification  of  or  access  to  a  medi¬ 
cal  record  shall,  at  the  time  the  request  is  made,  designate  a 
responsible  representative  in  writing  who  will  be  willing  to  review 
the  record  and  inform  the  subject  individual  of  its  contents  at  the 
representative's  discretion  (these  notification  and  access  procedures 
are  in  accordance  with  Department  Regulations  (45  CFR,  Part 
5b.6),  Federal  Register,  October  8,  1975,  page  47411). 

Record  access  procedures:  Same  as  notification  procedures. 
Requestors  should  also  reasonably  specify  the  record  contents 
being  sought. 

Contesting  record  procedures:  Write  to  system  manager  and 
reasonably  identify  the  record  and  speify  the  information  to  be  con¬ 
tested,  in  accordance  with  Department  Regulations,  Federal  Re¬ 
gister,  October  8,  1975,  page  47411  (45  CFR,  Part  5b.7). 

Record  source  categories:  Information  provided  by  subjects  and 
clinical  investigators. 

Systems  exempted  from  certain  provisions  of  the  act:  None 
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